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Food ●nd Drug Acjmini$lrefion
7200 Lak. E1l.nor(%iv.

CERTIFIED MAIL
Orlando, FL 32809

FLA-9”?-65

June 18, 1997

?tr. Rob.rt D. Malouf
Zxacutiva Vice Presidant
Cheminova America Corporation
6073 N.lf. 167th Street
Unit C-20
Miami, Florida 33015

Dear Mr. Malouf:

This latter ~s in referenca~ to S~in-Cap@ Shampoo, which contain!;
th~ activa ingred~ents, zinc pyrithiono and menthol, and i n
distributed by your firm. This product is offered for over-thu-
count~r (OTC) sale and promotional labeling for this product
danignatea ita US6 for the tr~latmcnt of dandruff and soborrhaic
dermatitis. ~eC8US@ Of thasc labaling claimn, tha product is a
drug as described in Section 201(Y) Of the ~~~d~~ral Food, Drug, and
Commotic Act (th@ Act).

Skin-Cap@ Shampoo is subject to final ragulation~~ on Drug Products
for tha Control of Dandruff, saburrho~c Dormnt~tW and Psoriash
(Titla 21, Cod. of Faderal Regulations, Part 358.701 to 750) which
became effective on Dacember 4, 19920 The product contains menthol
as an aativo inqrodient, which is not permitted by the monograph
for dandruff and -borrheic ~Qrmatitis tr~atm~nt, and it is not
labeled in conformance with tho final monograph. Therefora, this
product is a new drug as refarencod in Saction 201(p) of the Act.
As a new drug, the Product# s~in-(~~~~h~~:mPoQ~ m~y not b:a~$~~ly
mar)cetod in th. un~te~ state~ an Approved Druq
Application (NDA) au clc~cribcd in s~ct~on 505 Of tha Act. Furthar,
the product is misbranded for nut. fncludinq adaquate directions for
uso as cited in Section 502 of tho Act.

Tho violations cited in this letter are not intended to constitute
an all-inclusive list Of tho v~olatio~~ that may axist for products
marketed by your tirfns A ruvi.w of all your firmta products for
cornplianaa-w~th the
Federal agencies are
about drugs so that
when considering the

roquiremants of t.ha Act should b~ conduct8d.
advised of tho iur;uanca of all Warning LQtters
thay m8Y take this information into mccount
award of govornmant contrac:tfa.
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We request that you take prompt action to correct these violations.
Failure to promptl

1
correct thorn may result in Food and Drug

Administration init ated regulatory action without further notice.
Thaae actions include, but are not limitad to, seizure and/or
injunction.

please notify this office in writing within 1S working days of
receipt of this letter of th~ specific ste s you have taken to
correat the noted violations. f’If correct Ve action cannot be

complated within 15 working days, plaaso state tha raason ror the
delay and the t~me w~thin which corroctionm wilL be completed.

Your rasponse should be fient to tha Food and Drug Administration,
Florida District, 7200 Lake Ellanor Drive, Ste. 120, Orlando,

Florida 32809, Attn: Martin E. Katz, Compliance Officer, (40-/)
648-6823, ●xt. 262*

Sincerely,

dDou~ aa 1). ToLen
Director, Florida District
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